Virginia Board of Phar macy
18 VAC 110-20-10 et seq.

PART |. GENERAL PROVISIONS
18 VAC 110-20-10. Definitions.
In addition to words and terms defined in 88 54.1-3300 and 54.1-3401, the following words and

terms, when used in these regulations, shall have the following meanings, unless the context clearly
indicates otherwise:

"ACPE" means the American Council on Pharmaceutical Education.

“ Acquidtion” of an existing entity permitted, registered or licensed by the board means (i) the sde
or transfer of al or substantialy all of the assets of the entity or of any corporation that owns or
controls the entity; (ii) the creation of a partnership by a sole proprietor or change in partnership
composition; (iii) the acquiring of fifty percent or more of the outstanding shares of voting stock of
a corporation owning the entity or of the parent corporation of a wholly owned subsidiary owning
the entity, except that this shall not apply to any corporation the voting stock of which is actively
traded on any securities exchange or in any over-the-counter market; or (iv) the merger of a
corporation owning the entity or of the parent corporation of a wholly-owned subsidiary owning
the entity with another business or corporation.

"Aseptic processing’ means the technique involving procedures designed to preclude
contamination of drugs, packaging, equipment, or supplies by microorganisms during processing.

"Board" meansthe Virginia Board of Pharmacy.
"CE" means continuing education as required for renewal of licensure by the Board of Pharmeacy.

"CEU" means a continuing education unit awarded for credit as the equivdent of 10 contact
hours.

"Class 100 environment” means an atmospheric environment which contains less than 100
particles, 0.5 micronsin diameter, per cubic foot of air.

"Closed system transfer” means the movement of sterile products from one container to another in
which the container-closure sysem and transfer devices remain intact throughout the entire
transfer process, compromised only by the penetration of a sterile, pyrogen-free needle or cannula
through a designated stopper or port to effect transfer, withdrawal, or delivery, to include the
withdrawad of a serile solution from an ampul in a Class 100 environment.

“ Clogng of a pharmacy’” means that the permitted pharmacy ceases pharmacy services or has
falled to provide for continuity of pharmacy services or lawful access to patient prescription
records or other required patient records for the purpose of continued pharmacy services to

patients.
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"Compliance packaging' means packaging for disgpensed drugs which is comprised of a series of
containers for solid ora dosage forms and which is desgned to assist the user in administering or
sef-administering the drugs in accordance with directions for use.

"Contact hour" means the amount of credit awarded for 60 minutes of participation in and
successful completion of a continuing education program.

"Cytotoxic drug" means a drug which has the capability of killing living cells.

"Electronic transmisson prescription” is any prescription, other than an ora or written
prescription or a prescription transmitted by facsmile machine, that is electronicdly transmitted
from a practitioner authorized to prescribe directly to a pharmacy without interception or
intervention from a third party, or from one pharmacy to another pharmacy.

"Expiration date' means that date placed on a drug package by the manufacturer or repacker
beyond which the product may not be dispensed or used.

"Facsamile (FAX) prescription” means a written prescription or order which is transmitted by an
electronic device over telephone lines which sends the exact image to the recelver (pharmacy) in a
hard copy form.

"Foreign college of pharmacy’ means a school outsde the United States and its territories
offering a course of study in basic sciences, pharmacology, and pharmacy of at least four yearsin
duration resulting in a degree that quaifies a person to practice pharmacy in that country.

"Generic drug name' means the non-proprietary name listed in the United States Pharmacopeia-
Nationa Formulary (USP-NF) or inthe USAN and the USP Dictionary of Drug Names.

"Hermetic container" means a container that is impervious to air or any other gas under the
ordinary or customary conditions of handling, shipment, sorage, and distribution.

"Home infuson pharmacy’ means a pharmacy which compounds solutions for direct parentera
adminigtration to a patient in a private resdence, long term care facility or hospice setting.

"Hogpital” or "nursng home' means those facilities as defined in Title 8 32.1 of the Code of
Virginiaor as defined in regulations by the Virginia Department of Hesdlth.

"Inactive licensg" means a license which is registered with the Commonweslth but does not entitle
the licensee to practice, the holder of which is not required to submit documentation of CE
necessary to hold an active license.

"Light resistant container”" means a container that protects the contents from the effects of light by
virtue of the specific properties of the material of which it is composed, including any coating
applied to it. Alternatively, a clear and colorless or a tranducent container may be made light-
resstant by means of an opague covering, in which case the label of the container bears a
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satement that the opague covering is needed until the contents have been used. Where a
monograph directs protection from light, storage in alight-resistant container is intended.

"Long term care facility" means a nurang home, retirement care, mental care or other facility or
ingtitution which provides extended hedth care to resident patients.

"Nuclear pharmacy’ means a pharmacy providing radiopharmaceutical services.

"Open-system trandfer” means the combining of products in anon-sealed reservoir before filling or
when a solution passes through the atmosphere during a transfer operation.

"Permitted physician” means a physician who is licensed pursuant to §54.1-3304 to dispense
drugs to personsto whom or for whom pharmacy services are not reasonably available.

"Personal supervison” means the pharmacis must be physcaly present and render direct,
persond control over the entire service being rendered or act(s) being performed. Neither prior
nor future ingtructions shall be sufficient nor, shal supervison rendered by telephone, written
ingructions, or by any mechanica or eectronic methods be sufficient.

"Prescription department” means any contiguous or noncontiguous areas used for the
compounding, dispensing and storage of al Schedule 11 through VI drugs and devices and any
Schedule | investigationa drugs.

"Radiopharmaceutical” means any article that exhibits spontaneous decay or disintegration of any
ungtable atomic nucleus, usually accompanied by the emisson of ionizing radiation and any
nonradioactive reagent kit or nuclide generator which is intended to be used in the preparation of
any such article.

"Repackaged drug" means any drug removed from the manufacturer's origina package and placed
in different packaging.

"Safety closure container” means a container which meets the requirements of the Federa Poison
Prevention Packaging Act of 1970 (15 USC 88 1471-1476), i.e., in testing such containers, that
85% of atest group of 200 children of ages 41-52 months are unable to open the container in a
five minute period and that 80% fail in another five minutes after a demongtration of how to open
it and that 90% of atest group of 100 adults must be able to open and close the container.

"Satellite pharmacy"’ means a pharmacy which is non-contiguous to the centrally permitted
pharmacy of a hospital but at the location designated on the pharmacy permit.

"Soecial packaging' means packaging that is designed or constructed to be significantly difficult
for children under five years of age to open to obtain a toxic or harmful amount of the drug
contained therein within a reasonable time and not difficult for normal adults to use properly, but
does not mean packaging which al such children cannot open or obtain atoxic or harmful amount
within areasonable time.
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"Special use permit" means a permit issued to conduct a pharmecy of a specid scope of service
that variesin any way from the provisions of any Board regulation.

"Serile pharmaceutical product” means a dosage form free from living microorganisms.

"Sorage temperature’ means those specific directions stated in some monographs with respect to
the temperatures a which pharmaceutica articles shdl be stored, where it is consdered that
sorage a a lower or higher temperature may produce undesirable results.  The conditions are
defined by the following terms:

1. "Cold" means any temperature not exceeding 8°C (46°F). A refrigerator is a cold place in
which temperature is maintained thermostatically between 2° and 8°C (36° and 46°F). A
freezer is a cold place in which the temperature is maintained thermogtaticaly between -20°
and -10°C (-4° and 14°F).

2. "Room temperature’ means the temperature prevailing in aworking area.

3. "Controlled room temperature” is a temperature maintained thermostatically that encompasses
the usua and customary working environment of 20° to 25°C (68° to 77° F); that resultsin a
mean kinetic temperature caculated to be not more than 25°C; and that alows for excursions
between 15° and 30°C (59° and 86°F) that are experienced in pharmacies, hospitals, and
warehouses.

4. "Wam' means any temperature between 30° and 40°C (86° and 104°F).
5. "Excessve heat" means any temperature above 40°C (104°F).

6. "Protection from freezing" means where, in addition to the risk of breakage of the container,
freezing subjects a product to loss of strength or potency, or to the destructive ateration of its
characterigtics, the container label bears an appropriate instruction to protect the product from
freezing.

7. "Cool" means any temperature between 8° and 15°C (46° and 59°F).

"Terminally ill" means a patient with aterminal condition as defined in § 54.1-2982 of the Code of
Virginia

"Tight container" means a container that protects the contents from contamination by extraneous
liquids, solids, or vapors, from loss of the drug, and from efflorescence, deliquescence, or evapora
tion under the ordinary or customary conditions of handling, shipment, storage, and distribution,
and is capable of tight reclosure. Where a tight container is specified, it may be replaced by a
hermetic container for a angle dose of a drug and physical tests to determine whether sandards
are met shdl be as currently specified in United States Pharmacopoeia-Nationa Formulary.
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"Unit-dose container” means a container that is a single-unit container, as defined in United States
Pharmacopoeia-Nationa Formulary, for articles intended for administration by other than the
parentera route as asingle dose, direct from the container.

"Unit dose package' means a container that contains a particular dose ordered for a patient.

"Unit dose system' means a system in which multiple drugs in unit dose packaging are dispensed
in a sngle container, such as a medication drawer or bin, labeled only with patient name and
location. Directions for administration are not provided by the pharmacy on the drug packaging or
container but are obtained by the person administering directly from a physician's order or
medication administration record.

"U.SP.-N.F." means the United States Pharmacopeia-National Formulary.
"Wl l-closed container” means a container that protects the contents from extraneous solids and

from loss of the drug under the ordinary or customary conditions of handling, shipment, storage,
and digtribution.

18 VAC 110-20-130. Pharmactes-going-out-of-busihess Phar macy closings, going out of

business, and change of owner ship.

A. At lesst 14 days prior to the elesihg date a pharmacy closes in accordance with § 54.1-
3434.01 of the Code of Virginia, the owner shdl notify the board shall-be-netified-by-the
pharmecist-in-charge-or—owner. The proposed dispostion of al Schedule Il through VI
drugs, prescription dispensing records, patient information, and other required records shall
be reported to the board. If the pharmacy drug stock and records are is to be trandferred to
another licensee, the pharmacist-ir-eharge-or owner shdl inform the board of the name and
address of the licensee to whom the drugs and records are being transferred and the date of
trandfer.

B. Exceptionsto the public notice as required in § 54.1-3434.01 of the Code of Virginiaand the
notice required in subsection A of this section shall be approved by the board and may
include sudden closing due to fire, destruction, natura disaster, death, property seizure,

eviction, bankruptcy, or other emergency circumstances as-approved-by-the-beard beyond the
control of the pharmacist-in-charge.

C. In the event of an exception to the notice as required in §54.1-3434.01 of the Code of
Virginia and subsection A of this section, the pharmecist-in-charge or owner shal provide
notice as far in advance of closng as alowed by the circumstances.

D. At least 14 days prior to any change in ownership of an existing pharmacy, the owner shal
notify the Board of the pending change.

1. Upon any change in ownership of an existing pharmacy, the prescription dispensing

records for the two years immediately preceding the date of change of ownership and

other required patient information shall be provided to the new owners on the date of
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change of ownership in substantidly the same format as previoudy used immediately
prior to the transfer to provide continuity of pharmacy services.
The previous owner shall be held responsible for assuring the proper and lawful transfer

of records on the date of the transfer.
The format of the prescription dispensing records which are transferred to a new owner

shall comply with the requirements of Title 54.1, Chapter 34 of the Code of Virginia, and
this chapter. Failure to comply with this regulation during a change in ownership shal be
deemed to be a closing of the pharmacy for which the existing pharmacy owner shal be
required to provide notice to the board and public in accordance with 8§ 54.1-3434.01 of
the Code of Virginia and subsection A of this section.

18 VAC 110-20-131. Change of hoursin an existing phar macy.

A notice for a change in the hours of operation shal be given to the public and to the board in

accordance with 854.1-3434 of the Code of Virginia unless the change is necesdtated by

emergency circumstances beyond the control of the pharmacis-in-charge. If the pharmacy is not

ableto pos the changes 14 daysin advance asrequired by 8 54.1-3434, it shal notify the Board of

the change as soon as it knows of the change and disclose the emergency circumstances

preventing the required notification.

18 VAC 110-20-140. New pharmacies, acquisitions and changes to existing phar macies.

A. Any person wishing to open a new pharmacy, engage in the acquistion of an existing
pharmacy, change the location of an exiging pharmacy, or move the location or make
gructura changes to an existing prescription department shal file an application with the
Board.

B. Inthe acquisition of an existing pharmacy, if prescription records are to be available to anyone

other than authorized persons at the permitted pharmacy acquiring the records, the owner of

the pharmacy acquiring the records shall disclose such information in writing to each patient

14 days prior to the acquisition.

B C. The proposed location or structura changes shal be ingpected by an authorized agent of the
board prior to issuance of a permit.

1.

Pharmacy permit gpplications which indicate a requested inspection date, or requests
which are received after the application is filed, shall be honored provided a 14-day
notice is dlowed prior to the requested inspection date.

Requested inspection dates which do not allow a 14-day notice to the board may be
adjusted by the board to provide 14 days for the scheduling of the inspection.

At the time of the ingpection, the dispensing area shall comply with 18 VAC 110-20-150
through 18 VAC 110-20-190.
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4. € D. Upon completion of the inspection, the Executive Director of the board shall
review the findings of the ingpection. Drugs shdl not be stocked within the proposed
pharmacy or moved to a new location until approva is granted or the permit is issued by
the Executive Director of the board or his designee.

XVI. CONTROLLED SUBSTANCE REGISTRATION FOR OTHER PERSONS OR
ENTITIES

18 VAC 110-20-690. Persons or entities requir ed to obtain a contr olled substance r egistr ation.

A. A person or entity which intends to maintain a supply of Schedule 11 through Schedule V1
controlled substances, other than manufacturer’ s samples, in order to administer such drugsin
accordance with provisions of the Drug Control Act may obtain a controlled substance
registration from the board. The person or entity shal apply for the registration on forms
approved by the board.

B. Personsor entities which may be registered by the board shall include, but not be limited to,
hospitals without in-house pharmacies, ambulatory surgery centers, out-patient clinics, and
emergency medical services agencies provided such persons or entities are authorized by law
and hold appropriate credentials to administer the drugs for which the registration is being
sought.

C. Indetermining whether to register an applicant for maintenance of controlled substances, the
board shall consder factors listed in subsections A and D of § 54.1-3423 and compliance with
applicable requirements of this chapter.

18 VAC 110-20-700. Requirementsfor supervision.

A. A practitioner licensed in Virginia shall provide general supervison for al aspects of practice

related to the maintenance and use of controlled substances as follows.

1. Inahospita without an in-house pharmacy, a pharmacist shal supervise.

2. Inan emergency medica services agency, the operationa medical director shal supervise.

3. For any other person or entity approved by the board, a practitioner of pharmacy,
medicine, osteopathy, podiatry, dentistry, or veterinary medicine whose scope of practice
is consstent with the practice of the person or entity and who is approved by the board
shall provide the required supervison.

B. The supervisng practitioner shal approve alist of drugs which may be ordered by the holder
of the controlled substance registration; possession of controlled substances by the entity shall
be limited to such approved drugs.

C. Accessto the controlled substances shdl be limited to the supervising practitioner or to those
persons who are authorized by the supervising practitioner and are also authorized by law to
administer drugsin Virginia

D. The supervising practitioner shal establish procedures for and provide training as necessary to
ensure compliance with al requirements of law and regulation, including, but not limited to,
storage, security, and record-keeping.

18 VAC 110-20-710. Requirementsfor storage, security and recor d-keeping.
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A. Drugs shdl be stored under conditions which meet the USP-MF or manufacturers suggested
specifications for each drugs.

B. Any drug which has exceeded the expiration date shall not be administered; it shal be
separated from the sock used for administration and maintained in a separate, locked area
until properly disposed.

C. If acontrolled substance registrant wishes to dispose of unwanted or expired Schedule 1
through VI drugs, he shal comply with provisons of 18 VAC 110-20-210 of this chapter.

D. Drugs shdl be maintained in alockable cabinet, cart, device or other area which shall be
locked at al timeswhen not in use. The keys or access code shdl be restricted to the
supervisng practitioner or hisdesignee. 1n afacility not staffed 24-hours a day, the drugs shall
be stored in afixed and secured room, cabinet or area.

E. Record-keeping for Schedule Il through V1 drugs shdl be in accordance with provisons of 8
54.1-3404 of the Code of Virginiaand with the following:

1. Inventories and administration records of Schedule |1 drugs shall be maintained separately
from al other records and shall be kept in chronological order by date of administration.

2. All records shall be maintained at the same location as listed on the controlled substance
registration or, if maintained in an off-gte database, retrieved and made available for
ingpection or audit within 48 hours of arequest by the board or an authorized agent.

3. Intheevent that an inventory is taken as the result of atheft of drugs, the inventory shall
be used as the opening inventory within the current biennial period. Such an inventory
does not preclude the taking of the required inventory on the required biennid inventory
date. All inventories required by 8 54.1-3404 shall be signed and dated by the person
taking the inventory and shdl indicate whether the inventory was taken prior to the
opening or after the close of business on that date. An entity which is open 24-hours a
day shall clearly document whether the receipt or distribution of drugs on the inventory
date occurred before or after the inventory was taken.

4. Any computerized system used to maintain records shall dso provide retrieva via
computer monitor display or printout of the history for drugs administered during the past
two years. It shal also have the capacity of producing aprintout of any data which the
registrant is reponsible for maintaining under the Drug Control Act (8 54.1-3400 et seq.
of the Code of Virginia).




